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510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in
21CFRY807.92(a).

807.92(a)(1)
Submitter Information
Carri Graham, Official Correspondent
The Anson Group
7992 Castleway Drive
Indianapolis, Indiana 46250
Phone: (317) 849-1916 x103
Facsimile: (317) 577-9070

Contact Person: Carri Graham

Date: June 24, 2005

807.92(a)(2)

Trade Name: (6100) MyLab9%0 Ultrasound Imaging System

Common Name: Ultrasound Imaging System

Classification Name(s): Ultrasonic pulse doppler imaging system 892.1550

Ultrasonic pulsed echo imaging system 892.1560

Classification Number: 90IYN; 90IYO
807.92(a)(3)
Predicate Device(s)
Esaote, S.p.A. 7250 Ultrasound Imaging System K982444
Esaote, S.p.A. 7350 Ultrasound Imaging System K050326
Esaote, S.p.A. Technos Ultrasound Imaging System K990360
Esaote, S.p.A. Technos Ultrasound Imaging System K014168
Esaote, S.p.A. Technos Ultrasound Imaging System K023255
Phillips, Inc. - iU22 Ultrasound Imaging System K042540



310k Summary
My Lah90 Ultrasound Imaging Systein
Esaote. Sp.A.

807.92 (a)(4)

Device Description

The 6100 MyLab 90 is a2 mainframe ultrasound system used to perform diagnostic
general ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode,
Doppler and Color Flow Mapping and, on lower frequency probes, Tissue Enhancement
Imaging (TEI). The 6100 is equipped with a CRT Color Display. The full alphanumeric
keyboard allows complete on-screen data entry of patient information and on-screen
annotations.

The 6100 can drive phased (PA), convex (CA), linear array (LA) and Doppler probes.
The 6100 is equipped with a DVD-RW disk drive that can be used for image storage.
Data can also be stored directly to a Personal Computer via a LAN port. Optional
accessory devices available for the 6100 include an S-VHS video recorder; a
monochrome or color page printer. The 6100 is equipped with an isolation transformer to
adequately insulate the system’s peripherals.

807.92(a)(5)
Intended Use(s)

Esaote’s MyLab90 is a mainframe ultrasound system used to perform diagnostic general
ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular, Neonatal
Cephalic, Small organ, Musculoskeletal (Conventional and Superficial), Abdominal,
Fetal, Transvaginal, Transrectal, Adult Cephalic, Pediatric, Laparoscopic, Intraoperative:
Abdominal, and Other: Urologic.



S1OCK) Summary

MyEab90 Utrasound Tmaging System >
Esaole, S.pA.
807.92(a)(6)
Technological Characteristics
6100 MyLab 90 Technos 7350 MyLab 50 Megas iU22 by Philips
this submission (K990360, K014168 & (K050326) (K982444) (K042540)
K023255) Esaote, S.p.A. Esaote, S.p.A. Philips
Esaote, S.p.A.
Electrical Safety IEC60601-1 IEC60601-1 IEC60601-1 IEC60601-1 1EC60601-1
Ultrasound Safety Track 3 (Acoustic Cutput Track 3 (Acoustic Output Track 3 (Acoustic Output | Track 3 (Acoustic Track 3 (Acoustic Output
Display} Display) Display) Output Display) Display)
Indication for Use
s (OB/Fetal YES YES YES YES YES
e Abdominal YES YES YES YES YES
¢ Intraoperative: Abdominal YES YES NO NO YES
s Pediatric YES YES YES YES YES
» Small organ YES YES YES YES YES
+ Neonatal Cephalic YES YES YES YES YES
o Adult Cephalic YES YES YES YES YES
e Cardiac YES YES YES YES YES
o Transesophageal YES YES YES YES YES
o Transrectal YES YES YES YES YES
o Transvaginal YES YES YES YES YES
¢ Peripheral Vascular YES YES YES YES YES
o Laparoscopic YES YES NO NO YES
s Musculoskeletal (conventional YES YES YES NO YES
& superficial)
o Other: Urological YES YES NO NO YES
Probe Technology
¢ Phased Array YES YES YES YES N/A
e Linear Array YES YES YES YES YES
e Convex Array YES YES YES YES YES
s Doppler Probes YES YES YES YES YES
s Bi-Scan YES NO NO YES N/A
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My Lah90 Ultrasound Imaging System =
Lsaote. S.p AL
6100 MyLab 90 Technos 7350 MyLab 50 Megas ii22 by Philips
this submissicn (K990360, K014168 & (K050326) (K982444) (K042540)
K023255) Esaote, S.p.A Esaote, S.p.A. Philips
Esaote, S.p.A.
Modes of operation
2D, M-Mode, PW, CW, CFM, YES YES YES YES YES
Amplitude Doppler (PD), TEI
CnTl YES YES YES NO YES
TVM YES YES YES NO YES
VPAN YES YES NO NO YES
Compound Imaging YES NO NO NO YES
3D YES YES NO NO YES
Imaging Frequencies 1-16 MHz 1.5-16 MHz 2-10MHz 2-10 MHz N/A
CFM/Doppler Frequencies 2-12 MHz 2-12 MHz 2- § MHz 2--5MHz N/A
Tissue Velocity Mapping feature YES YES YES NO NO
Intelligent Real-Time Image YES NO NO NO YES
Processing
Biopsy Guidance
e Biopsy Intended Uses General Purpose, Transrectal, General Purpose, General Purpose, General Purpose, Transrectal, N/A
Transvaginal Transrectal, Transvaginal Transrectal, Transvaginal Transvaginal
Display type CRT CRT CRT LCD or CRT (optional) IL.CD
Display Standard SVGA SVGA SVGA SVGA N/A
Digital Archival Capabilities YES YES YES YES YES
DICOM Classes: Media Storage, Storage SCU | Media Storage, Storage SCU | Media Storage, Storage Media Storage, Storage SCU N/A
SCU
VCR / Page Printer YES YES YES YES YES
M&A Capabilities Cardiac, Vascular, OB and Cardiac, Vascular, OB and | Cardiac, Vascular, OB and Cardiac, Vascular, OB and N/A
general purpose measurements general purpose general purpose general purpose measurements
measurements measurements
Weight 120 kg 140 kg 90 kg 9 kg N/A
Dimensions 60(w) x 160(h} x 120(d) cm 60(w) x 160(h) x 105(d) cm | 60(w) x 155Ch) x 90(d) cm portable position: N/A

46 (w)x 23.5 (h) x 55 (d) cm
use position:
46 (w) x 23.5 (h) x 68 (d) cm
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?.:." DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
5, C
i Food and Drug Administration
_ . 9200 Corporate Boulevard
JuL %0 2005 Rockville MD 20850

Esaote, S.p.A.

% Ms. Carri Graham
Consultant

The Anson Group

7992 Castleway Drive
INDIANAPOLIS IN 46250

Re: K051837
Trade Name: MyLab 90 Ultrasound Imaging Systems, Model 6100
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: [YN, IYO, and ITX
Dated: July 5, 2005
Received: July 6, 2005

Dear Ms. Graham:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the MyLab 90 Ultrasound Imaging Systems, Model 6100, as described in your
premarket notification:



Transducer Model Number

BS230 LA532
CA123 LP323
CA421 PA023
CA430 PA121

CA621 PA122
EC123 PA230
[OE323 TEE022
LA424 TRT23
LA522 2CW

LA523 SCW

If your device is classified (see above) into either class IT (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed



predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.htm]

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

W@mc@%‘/gﬁo%w\
Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



Mod. 6100

K5 1837

Mode of Operation
Clinical Application Color | Amplitude | Color .
B M fPV:II\?) ?(\;’JV)D Doppler | Doppler | Velocity C(omb:pe)d (SOthgr )
{CFM} (PD) Imaging specty pecify
Ophthaimic
N (see N {see
Fetal N N N N N N Note 1) Note 2)
N (see N (see
Abdominal N N N N N N Note 1) Nate 2)
N (see N (see
Intragperative {specify) N N N N N N Nate 1) Note 2)
Intracperative Neurological
N (see N (see
Pediatric N N N N N N Note 1) Note 2}
N (see N (see
Small Organ (specify) N N N N N N Note 1) Note 2)
N (see N (see
Neonatal Cephalic N N N N N N Note 1) Note 2)
N (see N (see
Adult Cephalic N N N N N N Note 1) Note 2)
N (see N {see
Cardiac N N N N N N Note 1) Note 2}
N (see N (see
Transesophageal N N N N N N Note 1) Note 2)
N (see N (see
Transredtal N N N N N N Note 1) Note 2)
N (see N (see
Transvaginal N N N N N N Note 1) Note 2)
Transurethral
Intravascuiar
N (see N (see
Peripheral Vascular N N N N N N Note 1} Note 2)
N (see N (see
Laparoscopic N N N N N N Note 1) Note 2)
Muscolo-skeletal N (see N (see
Conventional N N N N N N Note 1} Note 2)
N (see N (see
Muscolo-skeletal Superficial N N N N N N Note 1) Note 2)
N (see N {see
Other {Urological) N N N N N N Nate 1) Nole 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Qrgans {thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy

Intraoperative (Abdominal)

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where anly one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all singie modes are kve.

Note (2): TEI (Tissue Enhanced Imaging) mode
CnTi {Contrast Media)

D
VPan

TVM (Tissue Velocity Mapping)

Compound

Prescription Use
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BS230

Clinical Application

Mode of Operation

Caolor | Ampiitude Color

PWD | CWD . Combined | Other
Doppler | Doppler | Veloctty . .
Ophthaimic
Fetal
N (see N (see
Abdominal N N N N Note 1) Note 2)
Intraoperative (specify)
Intraoperative Neurological
Pediatric
Small Crgan (specify)
Neonatal Cephalic
N (see N (see
Adult Cephalic N N N N Note 1) Note 2)
N (see N (see
Cardiac N N N N Note 1) Note 2)
Transesophageal
Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal Superficaal

Other (Urological)

N= new indication; P= previously cleared by FDA,; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TE! (Tissue Enhanced imaging) mode
CnTi (Contrast Media)

3D
VPan
Compound

'.Prescription Uise

/

(Division Sign-Off) rég
Division of Reproductive, Abdomirial,

and Radiological Devices Ny
510(k) Number KQ)/y‘B?

2



CA123

Mode of Operation
Clinical Application Al sl | Pwp|cwo D%S:ér Ag‘oﬂg‘ge yColor | Combined | Other
(PW) | W) | “crmy PD) | Imaging | (SPEC) | (specy)
Ophthalmic
Fetal
N (see N (see
Abdominal N N N N N Note 1) Note 2)
Intraoperative (specify)
Intraoperative Neurological
N (see N (see
Pediatric N N N N N Note 1) Note 2)
N (see N (see
Small Organ {specify) N N N N N Note 1) Note 2)
N (see N (see
Neonatal Cephalic N N N N N Note 1) Note 2)
Adult Cephalic
N (see N (see
Cardiac N N N N N Note 1) MNote 2)
Transescophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N (sce N (see
Peripheral Vascular N N N N N Note 1) Note 2}
Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal Superficial
Other {(Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Omans (thyroid, testicles, penis and breast);
Peripheral Vascutar to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live,
Note (2): TEl (Tissue Enhanced Imaging) mode
CnTIC -Mode (Contrast Media)
30
VPan
Compound

s

{Division Ssgn Off)
Division of Reproducﬂve Abdominal,

and Radiclogical Devices
5104k} Number /‘//% /237

Prescription Use / 3




CA421

Mode of Operation
Clinical Application A 5 " pwD | cwo D?):::JI; ) A[;no;:::ﬁe V(é‘.lolo_r Cornbi_n ed Othgr
Ophthaimic
N (see N (see
Fetal N N N N N Note 1) MNote 2)
N (see N (see
Abdominal N N N N N Note 1) Note 2
intraoperative (specify)
Intraoperative Neuroiogical
N (see N (see
Pediatric N N N N N Note 1) Note 2)
Small Organ (specify)
Neonatal Cephalic
Adutt Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
" Transurethral
Intravascular
N (see N (see
Perpheral Vascular N N N N N Note 1) Note 2)
Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal Superdicial
N (see N (see
Other (Urological) N N N N N Note 1) Note 2}

N= new indication, P= previously cleared by FDA, E= added under Appendix E

Additional Comments:

Peripheral Vascular to include Vein Mapping & Scleroterapy

Note {1): Combinations: any combination of the foliowing modes: B+M+PW+CW+CFM+PD, where only one maode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEI (Tissue Enhanced Imaging) mode

CnTl (Contrast Media)

30
VPan
Compound

Trescﬁption Use

Y

ﬂj/f/ﬁjy'G g’w%ﬂ""/

(Division Sign-Off)

Division of Reproductive, minal,

and Radiological Devices WA £3 )

A10(k} Number
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CA430

Mode of Operation

Clinical Application Color Amplitude Color
Doppler | Doppler | Velocity
(PW) | (CW) | "chmy | (PD) | imaging

Combined
(specify)

Other
(speciy)

Ophthalmic

N (see
Fetal N N N N N Note 1)

N (see
Note 2)

N (see
Abdominal N N N N N Note 1)

N (see
Note 2)

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neanatal Cephalic

Adult Ceghalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

N (see
Peripheral Vascular N N N N N Note 1)

N (see
Note 2)

Laparoscopic

Muscolo-skeletal
Coaventional

Muscolo-skeletal Superficial

Other {Urclogical)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to inciude Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
8+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are five.
Note (2): TEI (Tissue Enhanced Imaging} mode
CnTl (Contrast Media)
3D
VPan
Compound

~ | amen C. g/bm

(Division Sign-Off) 6 _ rp
Dvision of Reproductive, Abdominal,

e qadlological Devices /ddj?yj?

© Ok, pmber

fPrescription Use / 5




CA621

Mode of Operation
Clinical Application il e | w | ewo | cwo D%g:;’ér "3‘0’;';‘;‘.‘;& Voot | combined | Other
e | ©w | Cem | o) ,mamgin‘g’ (specify) | (specify)
Ophthaimic
N (see N (see
Fetal N N N N N Note 1) Note 2)
N (see N {see
Abdominal N N N N N Note 1) Note 2)
Intraoperative (specify)
Intragperative Neurological
Pediatric
Small Organ {specify)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N {see N (see
Peripheral Vascutar N N N N N Note 1) Note 2}
Laparoscopic
Muscolo-sketetal
Conventionat
Muscolo-skeletal Superficial
N (see N (see
Other (Urological) N N N N N Note 1) Note 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: .
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1) Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live,
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TE! (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)

30

VPan

Compound
(Division Sign—bff) Q
Division of Reproductive, Abdomind!,
and Radiological Devices -
510k} Number 05537

Drescription Use -




EC123

Mode of Operation
Clinical Application Al s | w |Pwo|owo D(f.gfér A‘I;‘O";gt‘;e voior | Combined | Other
EW) | | e | PD) ,ma""‘gmt'g (specity) | (specity)
Ophthaimic
N (see N (see
Fetal N N N N N Note 1) Note 2)
Abdominal
Intraoperative (specify)
Intraoperative Neurological
Pediatric
Smali Organ {specify)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
N (see N (see
Transrectal N N N N N Note 1) Note 2)
N (see N (see
Transvaginal N N N N N Note 1) Note 2)
“Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal Superficial
N (see N (see
Other (Urological) N N N N N Note 1) Note 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1); Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM. M+CFM, B+PW, B+M, B+CFM+PW where all single modes ace live.
Note (2): TEI (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)
3D
VPan
Compound

\/) g/ C Jmﬁz‘/éﬁ%/

{Division Si'gn%Off} - r@
Division of Reproductive, Abdominal,

and Radiological Devices -
SYK) Nesmber /d&j /537

Drescription Use / 7




IOE323

Mode of Operation
Clinical Application Al e | w|Pvo]|owo Dggz; ) Ag’oﬂg‘l‘;e yColor | Cambined | Other
eW | W | S | o) ,mamgin"’g (specify) | (specity)
Ophthalmic
Fetal
Abdominal
N (see N (see
Intraoperative (specify} N N N N N Note 1} Note 2)
Intraoperative Neurological
N (see N (see
Pediatric N N N N N Note 1) Note 2
N (see N (see
Smail Organ (specify) N N N N N Note 1) Note 2)
Neonatal Cephaiic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N (see N (see
Peripheral Vascular N N N N N Note 1) Note 2
{ aparoscopic
Muscolo-skeletal N {see N (see
Conventional N N N N N Note 1) Note 2)
N (see N (see
Muscolo-skeietal Superficial N N N N N Note 1) Note 2)
Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additiona!l Cotmments:

Small Organs (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy
Intracperative (Abdominal)

Note (1): Combinations: any combination of the following modes: B+M+PW+CW-+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEI (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)

3D
VP
Co;f;0und 7 ; @MW /éf’h/
Yirwea/l Poa e
{Division Sign- ﬂ
Division of Reproductive, Abdominal,
and Radiological Devices <
5100k} Number MM/ ?3 /
Trescription Use / —




LA424

Mode of Opevation
Clinicat Application Al s | m |Pwo|cwo D%::;’I;r Agopég‘ge Colof | Combined | Other
CFM) PD Imaging
(PW) | {CW) | D) (specify) | (specify)
Ophthaimic
Fetal
Abdominal
Intraoperative (specify)
Intraoperative Neurological
N (see N (see
Pediatric N N N N N Note 1) Note 2)
N (see N (see
Small Organ (specify) N N N N N Note 1) Note 2)
Neanatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N (see N (see
Peripheral Vascular N N N N N Note 1) Note 2)
Laparoscopic
Muscolo-skeletal N(see .| N{see
Conventional N N N N N Note 1) Note 2)
N (see N {see
Muscolo-skeletal Superficial N N N N N Note 1) Note 2)
Other (Urological)

N= new indication; P= previously cleared by FDA; E= added undec Appendix E

Additional Comments:
Small Organs (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live,
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2): TEI (Tissue Enhanced Imaging) mode

CnTl (Contrast Media)
3D
VPan
Compound
{Division Sigx-Off)
Division of Reproduttive, Abdominal,
and Radiological Devices
b Nember ,@ﬁ.,j’/ yg 7
Creceription Ulse /

9



LAS522

Mode of Operation
Clinical Appiication Al g | w |Pwolcowo D‘;‘;‘:ér Al’)“o'::*;‘ge wokor | Combined | Other
PW) 1 W) | cem) (PD) ,magmfngt’ (specify) | (specify)
Ophthalmic
Fetail
Abdominal
Intraoperative (specify)
intracperative Neurological
N (see N {see
Pediatric N N N N N Note 1) Note 2)
N (see N (see
Small Organ (specify) N N N N N Note 1} Note 2)
Neoanatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N (see N (see
Peripheral Vascular N N N N N Note 1) Note 2)
Laparoscopic
Muscolo-skeletal N (see N (see
Conventional N N N N N Note 1) Note 2)
N (see N (see
Muscolo-skeletal Supedficial N N N N N Note 1} Note 2}
Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Omans (thyroid, testicles, penis and breast);
Peripheral Vascuiar to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2): TEI (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)
3D
VPan
Compound

W CQ?MW

{Division Sigﬁ-Oﬁ)

Division of Reprod , Ahdominal,

and Radiofogical Devices

510(k) Number : Mﬁé’/ §37

"y .':crip;m?: {ise / . 10




LA523

Mode of Operation

Clinical Application PWD CWD Color Amplitude CO[Of Combined Other
(PW) W) Doppler | Doppler | Velocity ¢ #y) | (specify)
(CFM) (PD) Irmaging specry pechy
Ophthalmic
Fetal
Abdominal
intraoperative (specify)
Intraoperative Neurological
N (see N (see
Pediatric N N N Note 1) Note 2)
N (see N (see
Small Organ (specify) N N N Note 1) Note 2)
Neonatal Cephalic
Aduit Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
‘ Transurethral
Intravascular
N (see N (see
Peripheral Vascular N N N Note 1) Note 2)
Laparoscopic
Muscolo-skeletal N (see N (see
Conventional N N N Note 1) MNote 2)
N (see N (see
Muscolo-skeletal Superficial N N N Note 1) Note 2}
Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Omgans (thyroid, testicles, penis and breast);

Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where 2ll single modes are live.

Note (2): TEI (Tissue Enhanced Imaging) mode
CnTi {Contrast Media)

30
VPan
Compound

7/}7{/».,&44 L W/

(Division Sign-Off)

Division of Reproductive, Abdomirat,

and Radiological Devices

51Uk} Number

L0518 37
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LA532

Maode of Operation

Clinical Application Color | Amplitude Color
Al 8 | m | PWD | CWO I phner | Doppler | Velocity

PW) | CW) 1 cFrmy | (PD) | Imaging

Combined Cther
(specify) { (specify)

Ophthalmic

Fetal

Abdominal

Intragperative {specify)

Intraoperative Neurological

N (see N (see
Pediatric N N N N N Note 1) Note 2)

N (see N (see
Small Organ (specify) N N N N N Note 1) Note 2)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

‘Transurethral

Intravascular

N (see N (see
Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic

Muscolo-skeletai
Conventional

Muscolo-skeletal Supedficial

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Ongans (thyroid, testicles, penis and breast},
Peripheral Vascular to include Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where al! single modes ace live.
Note (2): TEIl (Tissue Enhanced Imaging) mode
CnT1 (Contrast Media)
30
VPan
Compound

Vet &M/&w

TGO S}gn Off)
-~ of Reproductive, Abdominal
“adintogical Devices OS5I T3 7
/ s+ hky Number
S e a

SO L. srion e . e eim
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LP323

Mode of Operation

Clinical Application CWD Color | Amplitude | Color
PWD Doppler | Doppler | Velocity

PW) | ©W) | cemy | PD) | imaging

Combined Other
(specify) | (specify)

Ophthalmic

Fetal

Abdominal

Intracperative (specify}

Intraoperative Neurofogical

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

“Transurethral

Intravascular

Peripheral Vascutar

N (see N (see
Laparoscopic N N N N N Note 1) Note 2)

Muscolo-skeletal
Conventional

Muscolo-skeletal Superhcial

Other {(Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode & live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2} TEI (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)
3D
VPan
Compound

_ ﬂé(ﬂl/%/(n @7}-—4/’&7‘-’/
{ Duws:on Sign-0ff)
Division of Reprod ve, Abdomird
and Radiological Devices '

510(k) Number KOS/ 83D

&

o .
ST SO . § /
LSS L2



PA023

Clinical Application

Mode of Operation

Color | Amplitude Color .
PWD CWD N Combined Other
Doppler | Doppler | Velocity . -
PwW) (CwW) (CFM) (PD) Imaging {specify) | (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurolegical

Pediatric

N (see N (see
N "N N N Note 1) Note 2)

Small Organ (specify)

Neonatal Cephalic

N (see N (see
N N N N Note 1) Note 2)

Adult Cephalic

Cardiac

N (see N (see
N N N N Note 1) Note 2)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

N (see N (see
N N N N Note 1) Note 2)

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)

- ..,..ﬂ-?n,lﬂ

1 ez nes P
Ll e it ek S

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Peripheral Vascular to include Vein Mapping & Scleroterapy

Note {1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode

CnTl (Contrast Media)
o
VPan
TVM (Tissue Velocity Mapping)
Compound
a1 (‘ H e /

Wﬂm /1. @’MW/AW

{Division Sign- Off)
Division of Reproductive, Abdommal

and Radiologicat Devices
510{k} Number 1403’193 4

14




PA121

Mode of Operation

Clinical Application PWO CWD Color | Ampltude | Color

. Combined Other
Doppler | Doppler ] Velocity . ;
EwW) | oW | cem | ey (specify) | (specify)

Imaging

Ophthalmic

Fetal

N (see N (see
Abdominal N N N N N N Nate 1) Note 2)

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adult Cephalic

N (see N (see
Cardiac N N N N N N Nate 1) Note 2)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+#M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2): TEl (Tissue Enhanced imaging) mode
CaTl (Contrast Media)
30
VPan
TVM (Tissue Velocity Mapping)
Compound

M/l/v\/m/(l Q’DHM

{Division Sign-Off)

Division of Reproducti ; A
ctive,
and Radiological Devices Abdominal,

Iy / 510k} Number KO5T 83 7
I ) 15




PA122

Maode of Operation
Clinical Application Al s | m |Pwofcw Dco:‘:krer Aé“o‘gﬁﬁe V‘él‘:)'gi’ty Combined | Other
PW) | (CW) (CFM) (PD) imaging (specify) | (specify)
Ophthalmic
Fetal
Abdominal
intragperative (specify)
Intraoperative Neurological
N (see N (see
Pediatric N N N N N N Note 1) Note 2)
Small Organ (specify)
. N (see N (see
Neonatal Cephalic N N N N N N Note 1) Note 2)
Adult Cephalic
N (see N {see
Cardiac N N N N N N Note 1) Note 2)
Transesophageal
Transrectal
Transvaginal
‘Transurethral
Intravascular
N {see N (see
Peripheral Vascular N N N N N N Note 1) Note 2
Laparoscopic
Muscolo-sketetal
Conventional
Muscolo-skeletal Superficial
Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular ta include Vein Mapping & Sdercterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW-+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2): TEI (Tssue Enhanced Imaging) mode
CnT! {Contrast Media)
3D
VPan
TVM (Tissue Velocity Mapping)
Compound

A RO (Y

{f)_i—vision Sign-Ofﬂ -
Dwision of Reproducti Abdo ﬁ
_ ve, i
and Radiologica) Devices minal
510(k) Number KIST1937

¢} 1.
Lol

s iise Voo 16




PA230

Made of Operation

Clinical Application mvo | cwo Color | Ampiitude | Color

A B M Doppler | Doppiler | Velocity Combined | Other

W) [ ©W) { "cemy | POy | tmaging | (5P | (specy)

Ophthalmic
Fetal

N (see N (see
Abdominal N N N N N N Note 1) Note 2
Intraoperative (specify)
Intraoperative Neurologicat
Pediatric
Small Organ (specify)
Meonatal Cephalic

N (see N (see
Aduit Cephalic N N N N N N Note 1) Note 2)

N (see N (see
Cardiac N N N N N N Note 1) Note 2)
Transesophageal
Transrectal

Transvaginal

“Transuretheal

{ntravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscalo-skeletal Superficial

Other (Urological)

N= new indication; P= previously cleared by FDA, E= added under Appendix E

Note (1)} Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2). TEI (Tissue Enhanced Imaging) mode
CnTl {Contrast Media)
30
VPan
TVM (Tissue Velocity Mapping)
Compound

{Qiyigion Sign-Off) 0
Division of Reproductive, Abdominao
and Radiological Devices '
/ B10(; Number /&&5; ?3 7
.1




TEE022

Clinical Application

Mode of Operation

Color | Amplitude { Color

PWD CWD . Combined Other
Doppler | Doppler | Velocity . -
ew) | oW | SCEN | @Dy | imaging | (sPEC) | (specy)
Ophthalmic
Fetal
Abdominal
Intraoperative (specify)
Intraoperative Neurological
Pediatric
Small Organ (specify)
Neonatal Cephalic
Adult Cephalic
N (see N {see
Cardiac N N N N Note 1) Note 2)
N (see N (see
Transesophageat N N N N Note 1) Note 2)
Transrectal

Transvaginal

- Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conveantional

Muscolo-skelelat Superficial

Other (Urological)

PPN N T

PR

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEI {Tssue Enhanced Imaging) mode

CaTi (Contrast Media)

kis)
VPan

TVM (Tissue Velocity Mapping)

Compound

7
PR .

v

V/JWM/& (%4/01 //ﬁ’h/

Mivision Sign-Off)

Division of Reproductive,
and Radiological Devices
510{k) Number

deominal,é

0578377
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TRT23

Mode of Operation

Clinical Apglication Color | Amplitude | Color .
m CCWVS Doppler | Doppler | Velocity C(osglebcl;\ye}d
( ( cry | (D) | imaging

Other
{speciy)

Qphthalmic

Fetal

Abdominal

Intraoperative {specify)

Intraoperative Neurological

Pediatric

Small Organ {specify)

Negnatal Cephalic

Adutt Cephalic

Cardiac

Transesophageal

N (see
Transrectal N N N N N Note 1)

N (see
Note 2)

Transvaginal

Transurethral

intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

N (see
Other (Urological) N N N N N Nate 1)

N (see
Note 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note {1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live,
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.
Note (2): TEI (Tissue Enhanced Imaging) mode
CnTI {Contrast Media)
kin}
VPan
Compound

i \/lamw//" p}ﬂ»ﬂ%«/

v

Daasion Sign-0ff)
“mision of Reproductive, Abdominal,

7 Radiological Devices
3 10K Neber - wd319371

Lonrivionillz 19




2CW

Clinical Application

Mode of Operation

PWD | CWD
W) | W)

Doppler | Doppler
(CFM) (PD)

Color | Amplitude Color

Velocity
Imaging

Combined
(specify)

Other
{specify)

Ophthalmic

Fetal

Abdominal

intraoperative (specify)

Intraoperative Neurclogical

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adutt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

-Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

(Dhvision Sign-0ff)
Division of Reproductive, Abdominal,

and Radiological Devices

5104k} Number

K05 8371
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5 CW

Made of Operation

Clinical Application Color

Velocity

imaging

Color
Doppler
{CFM)

Amplitude
Doppler
(PD)

PWD
(PW)

CWD

{cwW) (specify)

Combined

Cther
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscoig-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Scieroterapy

et o150 4,

(Diyision Sign-Off)
Dhvision of Reproductive, Abdominj

37t Radiological Device
1K) Number ) LOS /1837
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